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CERTIFICATE OF FACSIMILE 
TRANSMISSION 
TO .NO. 1-703-308-6916 

TOTAL PAGES: 5 
I hereby certify this 
paper is being facsimile 
transacted to the 
Patents and Trademarks Office 
on the. date noted belo* 



( Attorney: HERBERT GOOOMAN" 
‘“bated: August 20. 1997 


This serves to supplement the APPLICATION FOR EXTENSION OF 
PATENT TERM UNDER 35 USC 156, filed February 27, 1997. 

Following the request of Ms. Karin Tyson during a telephone 
interview on August 19, 1997, enclosed is a copy of a letter from 


F *xmavED 

A P 3 / 99 ; 

^mnFFICE 
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No. 9712 P. 2/5 
From:BARTH 


Dr. Solomon Sobel of the FDA dated August 4, 1997 which sets 
forth approval for new indications for troglitazone (PRELAY™ and 
REZULIN”) , namely the monotherapy use of troglitazone for type II 
diabetes and the use of troglitazone in combination with 
sulfonylureas in the treatment of type II diabetes. 


Respectfully submitted, 


Frishauf, Holtz, Goodman, 
Langer & Chick, P.C. 

767 Third Ave., 25th floor 
New York, NY 10017-2023 
Telephone: (212) 319-4900 
Facsimile: (212) 319-5101 





iRBERT GOODMAN 
Reg. No. 17,081 


HG/ac 

Enclosure: Copy of letter dated August 4, 1997 from the FDA. 
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OTA 20»720^003 

prte DwU FtaftoaaBtlcal R»«arrti 
A flitiag Mary.E. Taylor, M.P.H. 
Dbcctn, Worldwide Regulatory Affairs 
t?.0. B«tOtf7 
A« Alter. MI 48106-1041 
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Dear Ms. Taylir. 

__ _ frrri nt Af mur (abaissions to S^Ol and S-C03 dared February 14 and 20. 

Wc ad«o*i*dge Y* *. . u, I6.23.and28, June4. lt.atBllO. and 

««“•*• 'fli, 1 «jamtota»« 5-005 tort Inly «. 1OT- Tbe 

IS^Sriterttor M. 1*» <MM. 


type 1 diabetes (now indication); 

2. S^addsfl«tfSOofteiilifl™Mffloo otl,aj Py to<weniid,aBS ^ ,,ffW i®4icaBOO): 

3. SAWadrftinewjgotn*«M**>««* <brBl <« wstral * , ' ) 


_, . af toe sogpifioieBtal appfieadflM. taduding die submitted 

W« have eampteedore dot State iflfonnatioji bat been presented to 

sqjplemefflal applications are approved eneawe on me 


*iAt'u/n wn.i 


mjrr *. * tc.r -n 
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NDA 20»720/S4Q2 
NDA 20-720/S-Q03 
NDA 20-T20/S403 
Bagel 


aft* it is printed. Please insaYiduaJly mount ten of tbe copks ofl scary-wg^s papg^ ^ 
•imsiar o£S: Forrimtatstrelvcpaposo, 

PRINTED LABELING ftt approved supplemental NPA M-720/S002, fr003. S-005. 
Awwovslof Ibis suboiffiOD by FDA b flfi* Masked befsfe the labeling is nsod. 


SHBlrf ajditiWBl fafoinuncn relating w te safety and effcaiveiieas of the drug became 
available, revaba of thm labeling may be required. 


Ch—M 4 leas eomnmmaanig hnporuailafanMiIaa about (hla drugprodutt C<-.a ‘P 63 / 

f££ ‘X barf ® dnw- -* «*" tu 


MEDWATCH. HF-2 
FDA 

5600 Ftsbcrs Laos 
Rockville, MD 20833-9787 


Weremindyouofyour fhast* counmiflneardatdltaly 19.1997, 03 “?JJ“ 

to ddoriJte * afcty of Realm wc fa patios «, a 

Zr<"*-~ z fag fflfay lag* Ufa wmber ef pgiert s a be studied, will be aibnumri to tte FDA 

tet ' 


lis NDA. 


am* ecfltolaion and itfcnia** data, and any etagfa m plans since ife last amn *1 
SJ^FfaSninislraiive purpose*. «U nboMmi. factadfag labeling wffkmaB. reUrtog 
JSiePtoa 4 commitments sbrraM be clearly designate! Pta« 4 Cetnoutaeiiu. 

f:n“cr^ sins. «*.*. - *■■**« *? 
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NDA28-720/S-002 
NDA 2D-7ZD/S-OC3 
NDA 20-7Z0/S-005 
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Food tad Dng Adndnituatta 

Dhteoa of Dnzf Martefug, Advertising, ana ConunnicatioK 

hfd-40 

3<S0fl Fisfaen Lane 
BoctviHe. Maryland 208S7 


Rease atfamir aae market pelage of fee drug product when it is available. 

sss^asssr*’ *“ *■ " n,ta “ ra ^ nda - ** 

tfyw have any questions, please contact Michael F. Johnston, R.Ph,, Consumer Safiav 
Officer, «<301j 443-3490. y 


Sincerely yours, 

Sdtomca Jobcl, MD. 

Director 

Diviiion of Metabolic od Endocrine Drue 
Products (HFD-S10) 

Office of Drug Evaluation II 
Center for Drag Evaluation aid. Research 
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